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(57) Abstract: The present invention relates to methods and products for the transepithelial systemic delivery of therapeutics. In 
particular, the invention relates to methods and compositions for the systemic delivery of therapeutics by administering an aerosol 
^ containing antibodies or conjugates of a therapeutic agent with an FcRn binding partner to epithelium of central airways of the lung. 
Q The methods and products are adaptable to a wide range of therapeutic agents, including proteins and polypeptides, nucleic acids, 
drugs, and others. The methods and products have the advantage of not requiring administration to the deep lung in order to effect 
systemic delivery. 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US03/ 14428 



A. CLASSIFICATION OF SUBJECT MATT 
IPC(7) : A61K 48/00, 38/23, 38/21 

US CL : 424/45, 85.5, 85.6, 85.7; 514/2 
According to Internatio nal Patent Classification flpq or to both national classification and I PC! 

B. FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 424/45, 85.5, 85.6, 85.7; 514/2 - ; 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



^°fi!?^ e ^ >nsulted te ^ernational search (name of data base and, where practicable, search terms used) 
WEST, MEDLINE, CAPLUS, BOITECHNO, EMBASE 



C. 



CUMENTS CONSIDERED TO BE RELEVANT 



Category * 



Citation of document, with indication, where appropriate, of the relevant passages 



US 2003/0235536 Al (BLUMBERG et al) 12 December 2003 (12. 12.2003). 

US 6,030,613 A (BLUMBERG et al) 29 February 2000 (29.02.2001), see entire 
document. 

US 6,086,875 A (BLUMBERG et al.) 11 June 2000 (11.06.2000), see entire document. 



Further documents are listed in the continuation of Box C. 

Special categories of cited document*: 

document defining the general itate of the art which if not considered to be 
of particular relevance 

earlier application or patent published on or after the international filing date 

"L" document which may throw doubts en priority claim(s) or which is cited to 
establish the publication date of another citation or other special reason (as 
ipecified) 



document referring to an oral disclosure, use, exhibition or other means 

■p document published prior to the international filing date but later than the 
priority date claimed 



Date of the actual completion of the international search 

31 March 2004 (31.03.2004) 
Name and mailing address of the ISA/US 

Mail Stop PCT, Attn: ISA/US 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 



Form PCT/ISA/210 (second sheet) (July 1998) 



Relevant to claim No. 



1-5, 10-16, 21-26, 46- 
127 

1-5, 10-16,21-26,46- 
127 

1-5, 10-16, 21-26, 46- 
127 



-X' 



■y* 



See patent family annex. 

later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person skilled in the art 

document member of the same patent family 



Date of xoailing of the international search report 

0 OJL 2004 

Authorized officer ~" 
Sean R McGarry C^G^U^ULr 

Telephone No. 703 308-0196 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US03/ 14428 



Box I Observations where certain claims were found unsearchable (Continuation of Item 1 of first sheet) 



This international report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 

1. LJ Claim Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



ClaimNos.: 

because they relate to parts of the international application that do not comply with the prescribed requirements to 
such an extent that no meaningful international search can be carried out, specifically: 



3- □ 

Claim Nos.: 



6.4(a). 



because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 



Box II Observations where unity of invention is lacking (Continuation of Item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 





m 


•Ti i 


in 



I — I 

1. I I As all required additional search fees were timely paid by the applicant, this international search report. covers all 

searchable claims. 

2. lZI As a 1 * searchable claims could be searched without effort justifying an additional fee, this Authority did not invite 

payment of any additional fee. 

3. As only some of the required additional search fees were timely paid by the applicant, this international search 
report covers only those claims for which fees were paid, specifically claims Nos.: 1-5,10-16,21-26 and 46-127 



4* CU No required additional search fees were timely paid by the applicant. Consequently, this international search report 
is restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest 



El 



The additional search fees were accompanied by the applicant's protest. 
No protest accompanied the payment of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet(l)) (July 1998) 



INTERNATIONAL SEARCH REPORT 




BOX H. OBSERVATIONS WHERE UNITY OF INVENTION IS LACKING 

This application contains the following inventions or groups of inventions which are not so linked as to form a single general 
mventwe conceptunder PCT Rule 13. 1. In order for all inventions to be examined, the appropriate addS eSSlees must 



Group I, claim(s) 1-33 and 46-127, drawn to a method os systemic delivery of a therapeutic agent. 
Group II, claim(s) 34-45, drawn to a delivery system. 

Tte application contains claims directed to more than one species of the generic invention. These species are deemed to lack unitv of 
invention because they are not so linked as to form a single general inventive concept under PCT Rule 13. 1 

MoiS *** SPCCieS * * exBn±ied ' ■W"*** agonal examination fees must be paid. The species are as 

JSS^tT * v ^ fr ° m - ,fae f ° U0WinS &0VPS (i) non-antigenic polypeptide, (ii) antigen, (iii) antibody (to 

ohgonucleotide which is not antisense, and (v) antisense oligonucleotide. 6 K ' annooc V' < 1V > 

The groups correspond to the speciies listed above as follows: 

(i) 5, 10, 1 1 , 16, 21, 22, and 32-33; 

(ii) 6, 7, 17, 18, 28, and 29; 

(iii) 46-127; 

(iv) 8, 19, and 30; and 

(v) 9, 20, and 31. 

The following claims are generic: 1-4, 12-15 and 23-26. 



The inventions listed as Groups I and n do not relate to a single general inventive concept under PCT Rule 13 1 because umfer ptt 

Si L ' Wf*. theSan f° r COrres P° ndin g tec ^ futures for the following reasonsT TtetventionTS 2^21 
and II do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Rule?3? toy She samfL 
correspondmg special technical feature for the following reasons: (he inventions do not share the samelecMcd E? bTauT 

Sinstt SHE 2^25T SfT, * ST* 10 3? ^ ^^^51 
ti^Sv^S?ri3J^ , r T meth0(L Further . P^suant to 37CFR1. 475(b) and (d), thelSA/US considers that 

,w SfT^ pr0dUCt ° f 11 ^ not correspond to the main invention. This Authority therefore 

considers that the inventions do not share a special technical feature within the meaning of Per r,,1a i * -j Ta Vi^. J* 7™, . re 
single general inventive concept within the meaning of PCT RulelS.L and thus do not relate to a 



The species listed above do not relate to a single general inventive concept under PCT Rule 13. 1 because under PCT Rule 13 7 th, 
^J™. 01 finding special technical features for the following reasons: BrtSSSSSf l"* 



functionally different and so do not have the same technical feature. 



Each product is structurally and 



Form PCT/ISA/210 (second sheet) (July 1998) 



